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DETAILED ACTION 
Status of the Application 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1/9/2006 has been entered. 

Claims 1-13 have been cancelled. Claims 15-16, 18-19 have been amended. 
Claims 14-30 are pending and are examined herein. 

Applicant's presumption that Examiner Jiang intended to use US Patent 
5,840,740 instead of US Patent 5,842,740 is confirmed and acknowledged. 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham vs John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 14-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zasloff et al. (5,792,635) or Zasloff et al. (5,840,740) in view of the Merck Manual of 
Diagnosis and Therapy (17th ED). 

Zasloff et al. (5,792,635) discloses that administering the instant compound, 
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compound 1436 (see its structure at col. 9-10, 115-116, 159) with a pharmaceutical^ 
acceptable carrier (see col. 4 line 61-65), is useful in methods of treating cardiac 
infarction, angina pectoris and ischemic disorders of the heart, and anti-ateriosclerotic. 
and diabetic composition and diabetes, and hypertension in a mammal (see col. 4 line 
5-15; col. 1 line 63-65; col. 2 line 21-22). Zasloff et al. also discloses that the dose to be 
effective in treating diabetes, or effect on insulin secretion is 20 mg/kg/day or by 10 
mg/kg, i.v., twice a day (see col. 83, Table 11), which is within the instant claimed range. 

Zasloff et al. (5,840,740) discloses that administering the instant compound, 
compound 412 (see its structure at col. 41-42) and compound 1436 (see col. 9-10) with 
a pharmaceutical^ acceptable carrier (see col. 4 line 61-65), is useful in methods of 
treating cardiac infarction, angina pectoris and ischemic disorders of the heart, and anti- 
ateriosclerotic, and diabetic composition and diabetes, and hypertension in a mammal 
(see col . 4 line 5-15; col .1 line 63-65; col.2 line 21-22). Zasloff et al. also discloses that 
the dose to be effective in treating diabetes, or effect on insulin secretion is 20 
mg/kg/day or by 10 mg/kg, i.v., twice a day (see col. 79, Table 1 1 ), which is within the 
instant claimed range. 

Zasloff et al. do not expressly disclose the employment of the compound therein 
in a method of reducing blood cholesterol levels in a mammal or reducing blood 
cholesterol levels in a mammal suffering hypercholesteremia or a mammal suffering 
hypercholesteremia associated with diabetes. 

Note that Zasloffs method treats atherosclerosis in a mammal since 
atherosclerosis is a known generic term for diseases including cardiac infarction, angina 
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pectoris and ischemic disorders of the head, and ateriosclerotic diseases, and diabetic 
composition and diabetes, hypercholesteremia and hypertension in a mammal (see the 
the Merck Manual of Diagnosis and Therapy, 17th ED page 1654-1656). The Merck 
Manual of Diagnosis and Therapy also teaches that elevated serum cholesterol or 
hypercholesterol, hypertension diabetes mellitus, and obesity are the major risk factors 
for atherosclerosis (see page 1656 both left and right column entitled by "Risk Factors" 
and subtitles "Hypertension" "Diabetes mellitus" and "obesity). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ the particular compound of Zasloff et al., in methods of 
treating serum cholesterol, or elevated serum cholesterol, or reducing blood cholesterol 
levels in a mammal suffering hypercholesteremia or a mammal suffering 
hypercholesteremia associated with diabetes. 

One having ordinary skill in the ad at the time the invention was made would 
have been motivated to employ the particular compound of Zasloff et al., in methods of 
treating hypercholesteremia, or elevated serum cholesterol, or reducing blood 
cholesterol levels in a mammal suffering hypercholesteremia or a mammal suffering 
hypercholesteremia associated with diabetes, since the prior art compounds are known 
to be used in treating cardiac infarction, angina pectoris and ischemic disorders of the 
head, and ateriosclerotic diseases, and diabetic composition and diabetes, and 
hypertension in a mammal. Moreover, elevated serum cholesterol or 
hypercholesteremia, hypertension, diabetes mellitus, and obesity are well known major 
risk factors for atherosclerosis and associated with atherosclerosis according to The 
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Merck Manual of Diagnosis and Therapy. 

Therefore, one of ordinary skill in the art would have reasonably expected that 
the prior art compounds, would have beneficial therapeutic effects and usefulness in 
methods of treating hypercholesteremia, or elevated serum cholesterol, or reducing 
blood cholesterol levels in a mammal suffering hypercholesteremia or a mammal 
suffering hypercholesteremia associated with diabetes. 

Moreover, the patient population for atherosclerosis or diabetes or cardiac 
infarction, angina pectoris and ischemic disorders of the heart, is reasonably interpreted 
to encompass or overlap or coincide those patients suffering elevated serum cholesterol 
as claimed herein, in particular those hypercholesteremia associated with 
atherosclerosis or diabetes. 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Response to Arguments 

Applicant argues that since aminosterols were observed to increase glucose 
levels, it would actually teach against using aminosterols in persons suffering from 
diabetes, since elevated blood glucose levels are often indicative of diabetes. 

Examiner reminds Applicant that the prior art references clearly disclose the 
treatment of diabetes, among many other diseases, through the inhibition of NHEs by 
aminosterols. Examiner also reminds Applicant that "reducing blood cholesterol levels" 
and "reducing blood glucose levels" are considered preamble and will be given little 
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patentable weight. The claims are drawn to method of treating a mammal suffering 
from hypercholesteremia or diabetes. 

It is respectfully pointed out that a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish from each other. If the prior art structure is 
capable of performing the intended use, then it meets the claim. In a claim drawn to a 
process of making, the intended use must result in a manipulative difference as 
compared to the prior art. See In re Casey, 1 52 USPQ 235 (CCPA 1 967) and In re 
Otto, 136 USPQ 458, 459 (CCPA 1963). Thus, the intended use of a composition claim 
will be given no patentable weight. 

It is further respectfully pointed out that a preamble is generally not accorded any 
patentable weight where it merely recites the purpose of a process or the intended use 
of a structure, and where the body of the claim does not depend on the preamble for 
completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re H/rao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 
187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). See MPEP 21 1 1.02. 

Applicant also argues that "arteriosclerosis" is not the same as "atherosclerosis" 
because arteriosclerosis is a term encompassing several diseases, while 
atherosclerosis is a particular form of arteriosclerosis. Furthermore, at least some 
manifestations of arteriosclerosis are not due to elevated levels of blood cholesterol and 
treatment of a risk factor is not the same as treating a disease state that may have 
resulted from the risk factor. 
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Examiner acknowledges that while all manifestations of arteriosclerosis are not 
due to elevated levels of blood cholesterol, some undoubtedly are. Since elevated 
blood cholesterol levels are indicative of a disease state, the same compound would 
have a reasonable expectancy of successfully treating the associated disease as well 
as the symptom. Examiner reminds Applicant that the standard for obviousness is not 
absolute success or correlation, but a reasonable expectancy of success. Therefore, 
since atherosclerosis is a particular form of arteriosclerosis and that the art teaches that 
elevated serum cholesterol is a major risk factor for atherosclerosis, one would have 
had a reasonable expectancy of success for treating arteriosclerosis also. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong S. Chong whose telephone number is (571)-272- 
8513. The examiner can normally be reached on M-F, 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, SREENI PADMANABHAN can be reached on (571)-272~0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
(571)-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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